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Commissioner for Patents Docket No,: M67.2I-11334-US01 

P.O. Box 1450 
Alexandria, VA 22313-1450 



TRANSMITTAL LETTER 



1 . In regard to the above-identified application, in addition to this 2 page transmittal 
letter, we are submitting the attached: 4 Page Information Disclosure 
Statement; 3 Page List of References; 28 References; and Postcard. 

2. With respect to fees: 

□ No additional fee is required. 

□ Attached is check(s) in the amount of $ 

□ Charge additional fee to our Deposit Account No. 22-0350. 



3. CONDITIONAL PETITION FOR EXTENSION OF TIME 

This conditional petition is being filed along with the papers identified in Item 1 
above and provides for the possibility that Applicant has inadvertently overlooked 
the need for a petition and fee for extension of time or for a petition and fee for 
any other matter petitionable to the Commissioner as required. If any extension 
of time for the accompanying response is required or if a petition for any other 
matter is required, by petitioner, Applicant requests that this be considered a 
petition therefore. 
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4. Notwithstanding paragraph 2 above, if any additional fees associated with this 

communication are required and have not otherwise been paid, including any fee 
associated with the Conditional Petition for Extension of Time, or any request in 
the accompanying papers for action which requires a fee as a petition to the 
Commissioner, please charge the additional fees to Deposit Account No. 22-0350. 
Please charge any additional fees or credit overpayment associated with this 
communication to the Deposit Account No. 22-0350. 



6109 Blue Circle Drive, Suite 2000 
Minnetonka, MN 55343-9185 
Telephone: (952) 563-3000 
Facsimile: (952) 563-3001 

f:\wpwork\wjs\l 1334us01_tra_200401 14.doc 

Certificate Under 37 CFR 1.8: I hereby certify that this Transmittal Letter and the paper(s) as described 
herein, are being deposited in the U.S. Postal Service, as FIRST CLASS MAIL, addressed to 
Commissioner for Patent, P.O. Box 1450, Alexandria, VA 223 13-1450, on January ](& , 2004. 



Respectfully submitted, 



VIDAS, ARRETT & STEINKRAUS 







g( PATENT 

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 

In re Application of: Sinan Tas and Oktay Avci 
Application No. : 1 0/682662 

Filed: October 9, 2003 

For: USE OF CYCLOPAMINE IN THE TREATMENT OF 

PSORIASIS 

Group Art Unit: Not Yet Assigned 



Commissioner for Patents Docket No.: M67.2I-11334-US01 

P.O. Box 1450 
Alexandria, VA 22313-1450 

INFORMATION DISCLOSURE STATEMENT 

Listed below or on an attached form listing the cited references and/or a copy of a 
PTO-892 form is information known to applicant(s). A copy of each listed publication, U.S. 
patent, foreign patent and U.S. patent application is being submitted herewith, along with a 
concise explanation of information in a foreign language, if any, pursuant to 37 C.F.R. §1.97- 
1.98, except that U.S. applications from which priority is claimed under 35 U.S.C. § 120, and 
documents cited in such priority applications, may be omitted from the enclosures pursuant to 37 
C.F.R. 1.98(d). Applicant's submission of copies of U.S. applications does not constitute a 
waiver of the confidentiality of such applications. As such, Applicant requests that any copies 
of unpublished US applications submitted herewith be excluded from the file wrapper 
pursuant to 37 C.F.R. §1.14. 

Applicants respectfully request that the listed information be considered by the 
Examiner and be made of record in the above-identified application. If the form listing the cited 
references or PTO-892 from a prior application is enclosed, the Examiner is requested to initial 
and return it in accordance with MPEP §609. 

This statement is not intended to represent that a search has been made or that the 
information cited in the statement is prior art, or is or is considered to be, material to 
patentability as defined in §1.56. 
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Applications that are listed on the accompanying form listing the cited references 
as related by priority are related by priority claim under 35 USC §120. Pursuant to 37 CFR 
§ 1.98(d), no copies of cited art in a previous application(s) to which priority was claimed need be 
submitted. Applicant is providing copies of the form listing the cited references and/or 892 
forms from these cases. 



I. This statement qualifies as a no-fee Information Disclosure Statement under 37 C.F.R. 
§ 1.97(b) or otherwise because to the knowledge of the undersigned attorney it is being filed 
(check all that apply): 

(1) within 3 months of the filing date of the application (other than a CPA); or 

(2) within 3 months of entry of the national stage; or 

)C (3) before the mailing of a first Office Action on the merits; 

(4) before the mailing of a first Office Action after the filing of a request for 

continued examination (RCE) under §1.114; 

(5) as part of a continued prosecution application (CPA); or 

(6) during the period of a suspension of action for a CPA under 37 C.F.R. 

§1.1 03(b). 

II. This statement is believed to require a fee or the submission of a certification under 

37 C.F.R. §1.97 (c) or otherwise. If this statement is being filed after the latest of: (1) 
three months beyond the filing date of a national application (other than CPA); (2) three 
months beyond the date of entry of the national stage as set forth in §1.491 in an 
international application; (3) the mailing of a first Office Action on the merits; (4) the 
mailing of a first Office Action after the filing of a request for continued examination 
under §1.114; or (5) after the filing of a request for a continued prosecution application, 
but before the mailing date of the earlier of a final office action under §1.1 13, a notice of 
allowance under §1.31 1 or an action that otherwise closes prosecution in the application, 
then: 

(1) a certification as specified in §1.97(e) is provided below; or 

(2) a fee of $180.00 as set forth in §1.17(p) is authorized below, enclosed, or 

included with the payment of other papers filed together with this 

statement. 
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III. 37 CF.R. §L97(d). If this statement is being filed after the mailing date of the 

earlier of a final office action under § 1 . 1 1 3, a notice of allowance under §1.31 1, or an 

action that otherwise closes prosecution in the application, but before payment of the 

issue fee, then: 

(1) a certification as specified in § 1.97(e) is completed below; and 

(2) a fee of $ 1 80.00 as set forth in § 1 . 1 7(p) is authorized below, enclosed, or 

included with payment of other papers filed together with this statement. 
X IV. Fee Authorization. If any fee is due for consideration of this Information Disclosure 
Statement and full payment has not been submitted herewith, regardless of which boxes 
have been checked above, the Commissioner is hereby authorized to charge any 
additional fees associated with this communication to Deposit Account No. 22-0350. 
The Commissioner is hereby authorized to credit any overpayment associated with this 
communication to Deposit Account No. 22-0350. 

If paragraph II. 1 or III is checked, also check one of the paragraphs below 

I hereby certify, under 37 CFR § 1.97(e)(1), that each item of information contained in 

this Information Disclosure Statement was first cited in a communication from a foreign 
patent office in a counterpart foreign application not more than three months prior to the 
date of the filing of this information disclosure statement. 

This communication was not received by any individual designated in § 

1.56(c) more than thirty days prior to the filing of the Information Disclosure Statement. 

I hereby certify, under 37 CFR § 1.97(e)(2), that no item of information contained in the 

information disclosure statement was cited in a communication from a foreign patent 
office in a counterpart foreign application, and to the knowledge of the person signing the 
statement after making reasonable inquiry, no item of information contained in the 
information disclosure statement was known to any individual designated in 1.56(c) more 
than three months prior to the filing of the Information Disclosure Statement. 

For the purpose of this certification, Applicant considers the PCT International Search Authority 

to constitute a foreign patent office. 
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If this Information Disclosure Statement has been submitted without the appropriate box 
checked, Applicant requests that this Information Disclosure Statement be considered 
nevertheless if it is timely submitted under any of the provisions of 37 C.F.R. §1.97 or otherwise. 
Finally, if any petition is necessary to ensure consideration of this Information Disclosure 
Statement, Applicant requests that this be treated as such a petition. 



6109 Blue Circle Drive, Suite 2000 
Minnetonka, MN 55343-9185 
Telephone: (952) 563-3000 
Facsimile: (952) 563-3001 

WJS/des 
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Respectfully submitted, 



VIDAS, ARRETT & STEINKRAUS 
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itfytyjteimsTS AND PUBLICATIONS 
" ?OR APPLICANT'S 
INFORMATION DISCLOSURE STATEMENT 
(Use several sheets if necessary) 



ATTY DOCKET NO.: M67.2I-1 1334-US01 



APPLICATION NO.: 10/682662 



APPLICANT: Sinan Tas and Oktay Avci 



FILING DATE: October 9, 2003 



GROUP: Not Yet Assigned 



REFERENCE DESIGNATION 



U.S. PATENT AND PUBLISHED APPLICATION DOCUMENTS 



EXAM'S 
INIT. 



DOCUMENT NUMBER 



DATE 



NAME 



CLASS/ 
SUBCLASS 



FILING DATE 
IF APPROPRIATE 



AA 



AB 



AC 



FOREIGN PATENT DOCUMENTS 







DOCUMENT NUMBER 


DATE 


COUNTRY 




BA 


99/52534 A 


10/21/1999 


WO 




BB 


00/41545 A 


7/20/2000 


wo 




BC 


00/74706 A 


12/14/2000 


wo 




BD 


01/27135 A 


4/19/2001 


wo 




BE 


01/40438 A 


6/07/2001 


wo 




BF 









OTHER ART (Including Author, Title, Date, Pertinent Pages, Ect.) 



CA 



Al-Suwaidan, S. N. et al., "Clearance is not a realistic expectation of psoriasis treatment ", J AM ACAD 
DERMATOL, Vol. 42, No. 5, Part 1, May, 2000, pages 796-802. 



CB 



Ashcroft, D.M. et al., 'Therapeutic strategies for psoriasis ", JOURNAL OF CLINICAL PHARMACY AND 
THERAPEUTICS, 25, 2000, pages 1-10. 



CC 



Berman David M et al., "Inhibition of prostate morphogensis by the Sonic hedgehog pathway inhibitor 
cyclopamine. THE JOURNAL OF UROLOGY, Vol. 163, No. 4 Suppl, April 2000 (2000-04), page 204 
XP008001018, 95 th Annual Meeting of the American Urological Association, Inc.; Atlanta, Georgia, USA; 
April 29, 2000-May 04, 1999 abstract. 



CD 



Binns W. et al., "A Congenital Cyclopian-Type Malformation in Lambs Induced by Maternal Ingestion of a 
Rage Plat, Veratrum californicum ", A.M. J. VET. RES., November, 1963, 24, 103, pages 1 164-1 175. 



CE 



Bowman P.H. et al., "Combination of calcipotriene (Dovonex) ointment and tazarotene (Tazorac) gel versus 
clobetasol ointment in the treatment of plaque psoriasis: A pilot study ", J. AM. ACAD DERMATOL, Vol. 
46, No. 6, June 2002, pages 907-913. 



CF 



Cooper M.K. et al., "Teratogen-Mediated Inhibition of Target Tissue Response to Shh Signaling", SCIENCE, 
Vol. 280, June 5, 1998, pages 1603-1607. 



EXAMINER 



DATE CONSIDERED 



EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609; Draw line through citation if 
not in conformance and not considered. Include copy of this form with next communication to applicant. 
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ATTY DOCKET NO.: M67.2I-1 1334-US01 



APPLICATION NO.: 10/682662 



APPLICANT: Sinan Tas and Oktay Avci 



FILING DATE: October 9, 2003 



GROUP: Not Yet Assigned 



OTHER ART (Including Author, Title, Date, Pertinent Pages, Ect.) 




CA 




Detmer K. et al, "Erythroid differentiation in vitro is blocked by cyclopamine, an inhibitor of hedgehog 
signaling. " DEVELOPMENTAL BIOLOGY, vol. 222 No.l, June 1, 2000 (2000-06-01), page 242 
XP008001023, Fifty-ninth Annual Meeting of the Society for Development Biology; Boulder, Colorado, USA; 
June 7-1 1, 2000, ISSN: 0012-1606 abstract. 




CB 




Elder J.T. et al., 'The Genetics of Psoriasis 2001 The Odyssey Continues", ARCH DERMATOL, Vol. 137, 
November 2001, pages 1447-1454. 




CC 




Goodrich L.V et al., "Hedgehog and Patched in Neural Development and Disease", NEURON, Vol. 21, 
December 1998, pages 1243-1257. 




CD 




oouiieD l,. ei ai., Response oj psoriasis 10 a tympnocyte-setective toxin {UAD^ggKjL-z) suggest a primary 
immune, but not keratinocyte, pathogenic basis ", NATURE MEDICINE, Vol. 1, No. 5, May 1995, pages 442- 
447. 




CE 




Incardona JP et al., "The teratogenic Veratrum alkaloid cyclopamine inhibits Sonic hedgehog signal 
transduction", DEVELOPMENT 125, (1998), pages 3553-3562. 




CF 




Kanitakis J. et al, "Expression of the hair stem cell-specific keratin 15 in pilar tumors of the skin ", 
EUROPEAN JOURNAL OF DERMATOLOGY, 1999, 9, pages 363-365. 




CE 




Keeler R.F. "Teratogenic Compounds of Veratrum Californicum (Durand) - VI", PHYTOCHEMISTRY, Vol. 
8,(1969) Pages 223-225. 




CF 




King L.E. et al., Epidermal Growth Factor/Transforming Growth Factor Alpha Receptors and Psoriasis , 
THE SOCIETY FOR INVESTIGATIVE DERMATOLOGY, INC., Vol. 95, No. 5, Supplement, November 
1990, pages 105-125. 




CG 




Kooy AJ et al., Expression of E-Cadherin f a - & p - Catemn, and CD44 V 6 and the Subcellular Localization 
of E-Cadherin and CD44 V 6 in Normal Epidermis and Basal Cell Carcinoma, HUMAN PATHOLOGY, Vol. 
30, No. 1 1, November 1999, Pages 1328-1335. 




CH 




Krueger J.G., "The immunologic basis for the treatment of psoriasis with new biologic agents ", J AM ACAD 
DEMATOL, Vol. 46, No. 1, January 2002, pages 1-23. 




CI 




Lebwohl M. et al, "Treatment of psoriasis. Part L Topical therapy and phototherapy ", J AM ACAD 
DERMATOL, Vol. 45, No. 4, October 2001, pages 487-498. 




CJ 




Lebwohl M. et al., "Treatment of psoriasis. Part 2. Systemic therapies ", J AM ACAD DERMATOL, Vol. 45, 
No. 5, November 2001, pages 649-661. 




CK 




Lyle S. et al., "The C8/144B monoclonal antibody recognizes cytokeratin 15 and defines the location of 
human hair follicle stem cells", JOURNAL OF CELL SCIENCE, 111, 1998, pages 3179-3188. 


EXAMINER 


DATE CONSIDERED 


EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609; Draw line through citation if 
not in conformance and not considered. Include copy of this form with next communication to applicant. 
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ATTY DOCKET NO.: M67.2I-1 1334-US01 


APPLICATION NO. 10/682662 


APPLICANT: Sinan Tas and Oktay Avci 


FILING DATE: October 9, 2003 


GROUP: Not Yet Assigned 



OTHER ART (Including Author, Title, Date, Pertinent Pages, Ect.) 



CA 



Nickoloff B. J., "The Immunologic and Genetic Basis of Psoriasis ", ARCH DERMATOL, Vol. 135, 
September 1999, pages 1 104-1 1 10. 



CB 



Outram S. V. et al., "Hedgehog Signaling Reglates Differentiation from Doble-Negative to Double-Positive 
Thymocyte", IMMUNITY, Vol. 13, August 2000, pages 187-197. 



CC 



Spuls P. I. et al., "A systematic review of five systemic treatments for severe psoriasis ", BRITISH JOURNAL 
OF DERMATOLOGY, 137, 1997, pages 943-949. 



CD 



Zhang Y. et al., "Hedgehog acts as a somatic stem cell factor in the Drosophila ovary", NATURE, Vol. 410, 
March 29, 2001, pages 599-604. 



CE 



CM 



UNPUBLISHED US APPLICATIONS NOT RELATED BY PRIORITY 



EXAM'S 
INIT. 




APPLICATION NO. 


FILING DATE 


INVENTORY) 




DA 










DB 










DC 









US APPLICATIONS 
RELATED BY PRIORITY 
(COPIES NOT ENCLOSED) 



ATTY DOCKET NO.: M67.2I-1 1334-US01 



APPLICATION NO. 10/682662 



APPLICANT: Sinan Tas and Oktay Avci 



FILING DATE: October 9, 2003 



GROUP: Not Assigned 



US APPLICATIONS REALTED BY PRIORITY 



EXAM'S 
INIT 




APPLICATION NO. 


FILING DATE 


PATENT NO. 


INVENTOR(S) 


FORM 

1449/892 

ENC 




EA 














EB 














EC 












EXAMINER 


DATE CONSIDERED j 



EXAMINER: Initial if application considered, whether or not citation is in conformance with MPEP 609; Draw line through citation 
if not in conformance and not considered. Include copy of this form with next communication to application. 
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Application No: 10/682,662 
Filed: 10/09/2003 
Applicant:Tas et al 

SUPPLEMENTAL INFORMATION SHEET FOR IDS 



Applicant wishes to make of record cofiled and copending application 10/682,584, which 
claims priority from the same PCT applications as this application. 



